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April 29, 2020 
 

Ruchi Naik 
Regulatory Assurance Specialist 
Lonza, Inc 
412 Mt. Kemble Avenue, Ste. 200S 
Morristown, NJ  07960 
 
 
Subject:   Label Amendment: Emerging Viral Pathogens Claim  
     Product Name: Nugen NR Disinfectant Wipes 
                EPA Registration Number: 6836-379 
     Application Date: March 27, 2020 
     Decision Number: 561167 
 
Dear Ruchi Naik: 
 
The amended label referred to above, submitted in connection with registration under the Federal 
Insecticide, Fungicide and Rodenticide Act, as amended, is acceptable. This approval does not 
affect any conditions that were previously imposed on this registration. You continue to be 
subject to existing conditions on your registration and any deadlines connected with them. 
 
A stamped copy of your labeling is enclosed for your records. This labeling supersedes all 
previously accepted labeling.  You must submit one copy of the final printed labeling before you 
release the product for shipment with the new labeling. In accordance with 40 CFR 152.130(c), 
you may distribute or sell this product under the previously approved labeling for 18 months 
from the date of this letter. After 18 months, you may only distribute or sell this product if it 
bears this new revised labeling or subsequently approved labeling. “To distribute or sell” is 
defined under FIFRA section 2(gg) and its implementing regulation at 40 CFR 152.3.  
 
Because you have opted to add statements pertaining to emerging viral pathogens to your label 
as described in the August 19, 2016, Guidance to Registrants: Process For Making Claims 
Against Emerging Viral Pathogens Not On EPA-Registered Disinfectant Labels (“Guidance”), 
https://www.epa.gov/sites/production/files/2016-
09/documents/emerging_viral_pathogen_program_guidance_final_8_19_16_001_0.pdf, you are 
subject to the following additional terms of registration: 
 

1. You may make statements pertaining to emerging viral pathogens only through the 
following communications outlets: technical literature distributed exclusively to health 
care facilities, physicians, nurses and public health officials, "1-800" consumer 
information services, social media sites and company websites (non-label related). These 
statements shall not appear on marketed (final print) product labels. 
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2. Your statements pertaining to emerging viral pathogens must adhere to the format 
approved on the Agency-accepted master label. 
 

3. You may make statements pertaining to emerging viral pathogens only upon a disease 
 outbreak that meets all the following criteria: 
a. The causative organism must be a virus that causes an infectious disease that has 

appeared in a human or animal population in the U.S. for the first time, or that may 
have existed previously but is rapidly increasing in incidence or geographic range. 

 
i. For human disease, the outbreak is listed in one of the following Centers for 
Disease Control (CDC) publications: 

 
A. CDC Current Outbreak List for “U.S. Based Outbreaks” 

(www.cdc.gov/outbreaks), 
B. CDC Current Outbreak List for “Outbreaks Affecting International Travelers” 

         with an “Alert” or “Advisory” classification (www.cdc.gov/outbreaks) (also 
released through the CDC’s Health Alert Network (HAN) notification   
process) 

C. Healthcare-Associated Infections (HAIs) Outbreaks and Patient Notifications 
page (www.cdc.gov/hai/outbreaks) 

 
ii. For animal disease, the outbreak is identified as an infectious disease outbreak in    
animals within the U.S. on the World Organization for Animal Health (OIE) Weekly 
Disease Information page 
(www.oie.int/wahis_2/public/wahid.php/Diseaseinformation/WI). 

 
A. The CDC or OIE has identified the taxonomy, including the viral family and/or 
species, of the pathogen and provides notice to the public of the identity of the 
emerging virus that is responsible for an infectious disease outbreak. Based on the 
taxonomy of the outbreak pathogen identified by the CDC or OEI, the pathogen's 
viral subgroup are large non-enveloped and enveloped. 

 
B. The virus can be transmitted via environmental surfaces (non-vector 
transmission), and environmental surface disinfection has been recommended by 
the CDC, OIE or EPA to control the spread of the pathogen. 

 
4. You may begin communicating statements pertaining to emerging viral pathogens only 

upon CDC or OIE’s publication per term 3.a. of an outbreak of an emerging viral 
pathogen meeting all of the criteria of term 3. You must cease and remove all such non-
label communications intended for consumers no later than 24 months after the original 
publication of the outbreak per term 3.a., unless the Agency issue written guidance to the 
contrary due to continued public health concerns. The emerging pathogen claim language 
may remain on the master label. 

 

http://www.cdc.gov/outbreaks
http://www.cdc.gov/hai/outbreaks
http://www.oie.int/wahis_2/public/wahid.php/Diseaseinformation/WI
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5. Terms from points 1 through 4 above shall become immediately void and ineffective if 
registration for use against Human Norovirus is suspended or cancelled or no longer 
meets the criteria for a disinfectant claim (see EPA Product Performance Test Guideline 
810.2200). In addition, terms B.1 through B.4 above shall become immediately void and 
ineffective upon your receipt of evidence of ineffectiveness against any pathogen in a 
less-resistant Spaulding category. 

 
Should you wish to add/retain a reference to the company’s website on your label, then please be 
aware that the website becomes labeling under the Federal Insecticide Fungicide and Rodenticide 
Act and is subject to review by the Agency. If the website is false or misleading, the product 
would be misbranded and unlawful to sell or distribute under FIFRA section 12(a)(1)(E). 40 
CFR 156.10(a)(5) list examples of statements EPA may consider false or misleading. In addition, 
regardless of whether a website is referenced on your product’s label, claims made on the 
website may not substantially differ from those claims approved through the registration process. 
Therefore, should the Agency find or if it is brought to our attention that a website contains false 
or misleading statements or claims substantially differing from the EPA approved registration, 
the website will be referred to the EPA’s Office of Enforcement and Compliance. 
 
Your release for shipment of the product constitutes acceptance of these conditions. If these 
conditions are not complied with, the registration will be subject to cancellation in accordance 
with FIFRA section 6. If you have any questions, you may contact the disinfectants list at 
disinfectantslist@epa.gov. 
 
      Sincerely, 
 

 
Steven Snyderman, Acting Product Manager 33 
Regulatory Management Branch 1 
Antimicrobials Division (7510P) 
Office of Pesticide Programs 

 
 
Enclosure: stamped label 

 

mailto:disinfectantslist@epa.gov
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[Items in brackets [AAA] are optional and may/may not be included on final label] 
{Items in braces {AAA} are for information purposes and will not appear on final label} 

Kills Flu Virus*

as indicated on container
: insert # [premoistened] [towelettes] [wipes] [disinfecting] [antibacterial] [cleaning] [wet] [multi-

purpose] [touch-up] [pre-moistened cloths] [sheets] 
expressed as avoirdupois pounds and ounces

X x X [inches] [in.] [cm] 
Barcode
QR Code

(insert country name)
(insert country name}

{Note to Reviewer:  for multi-packs} 
X

04/29/2020

6836-379
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{Note to reviewer:  Pages 2-12 are considered optional marketing language.  All designators (i.e. asterisks and 
numbers) used throughout the label may be interchanged as needed on final printed label.} 

{Note to reviewer: The following claims containing “New” may only be used for a period of six months after 
EPA's approval of a revised or alternate formula, beginning when the product is first sold or distributed.}
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or

choose one or or
choose one or or
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choose one or or

choose one or or

(Insert pathogen or pathogens from lists on pages 13) 
Insert pathogen or pathogens from lists on pages 13)
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For qualified claims insert some pathogens from page 12. 
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Note to reviewer: A representative graphic of a substrate may be added to the label.  Only a graphic of the substrate actually being used can 
be added to the final printed label. 
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LYSOL® is a registered trademark of Reckitt Benckiser Inc. 
SWIFFER® is a registered trademark of the Proctor & Gamble Company 
PLEDGE GRAB-IT® is a registered trademark of S.C. Johnson & Son Inc. 

(Insert phone number
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Insert Brand name Insert Company name
Insert Brand name Insert Company name
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{Note to reviewer:  The following is considered optional marketing language.  Each item below also represents a 
graphic depicting the corresponding area of use. The graphics will only represent individual objects or outsides 
or insides of buildings as described below.  No people, animal, or food will be depicted in graphics.}

[AREAS OF USE:] 
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{Note to reviewer:  Each item below also represents a graphic depicting the corresponding type of surface.  No people, animal, or food will 
be depicted in graphics.  Only exteriors of microwaves and refrigerators will be depicted.  Toy graphics will be submitted to Agency for 
review.} 

[TYPES OF SURFACES:]  
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{or} 

{Note to reviewer:  Virucidal claim requires one or more viruses to be listed.} 

{Note to reviewer: Below claims will only be used when Sanitizing directions are included on final label} 
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{Note to Reviewer: These statements for claims against enveloped and large, non-enveloped viruses, shall not 
appear on marketed (final print) product labels.} 

OR
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{Note to reviewer:  Representative graphic of wipe tub and/or hand pulling out wipe fabric may be added to the 
label}

{For canister} 

{For carton or tub} 

{For Tub Without Pouch} 

{For refill, pouch or bag:} 

for the Travel Pack size} 

or

or for the single cloth or sample pack}: 

or  

or

or
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or

or

or

or

or

or
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{Optional representative graphic} 
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{Note to reviewer: Nonrefillable container}

{Note to reviewer: Refillable container} 
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{PACKET LABEL TO BE USED WITH MASTER CONTAINER LABEL}

(insert EPA Est. No. here)

[optional - wipe dimensions:
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{Note to reviewer: The following are optional graphics. Similar representative graphics may be added for the 
final printed label.} 
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